Informed consent for upper gastrointestinal endoscopy requires that the patient understands the nature of, and reason for, the proposed procedure, and that he or she is given adequate time to deliberate and ask questions. In a prospective study, 200 outpatients completed questionnaires immediately before, and one day after, endoscopy, which assessed satisfaction with information provided by: (a) the referring doctor, (b) a standard information sheet sent out two to four weeks before endoscopy, and (c) the endoscopist. The first 100 patients were asked to read and sign a standard consent form immediately before the endoscopy. In the second 100 patients, a new endoscopy consent form that was simpler and easier to read than the standard form was sent out with the information sheet. Patients were directed to sign the new consent form before arriving at the unit only if they had no further questions. Overall, the indication for the endoscopy, and how it would be done, were explained clearly by the referring doctor in 79% and 68% of cases, respectively. Of the first 100 patients, only 54% had read the standard consent form in the endoscopy unit before signing it. In contrast, of the second 100 patients, the new form sent with the information sheet was read by 95%, and signed by 88% before coming to the unit. Furthermore, 84% found the new form easier to read and understand than the standard form. In our unit, roughly one quarter of patients referred for endoscopy are not adequately informed about the procedure. In contrast with the standard consent form, a simple endoscopy consent form sent out with the information sheet is preferred by most patients, and safeguards against patients undergoing endoscopy without informed consent. (Gut 1995; 37: 151-153) Keywords: gastrointestinal endoscopy, informed consent.
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Gastrointestinal endoscopists obtain informed consent on a daily basis. Appropriate information may initially be provided to patients by the referring doctor or through a written information sheet, but the endoscopist must also ensure that patients understand the nature of, and reason for, the proposed procedure, as well as its risks and complications.
The aims of this study were, firstly, to determine what proportion of patients referred to the endoscopy unit of a London teaching hospital, are given sufficient information before upper gastrointestinal endoscopy so as to satisfy the criteria of informed consent.' Secondly, as the provision of a home consent form and information sheet has been shown to improve patients' knowledge in other clinical settings,2 3 we designed a simple endoscopy consent form that was sent out with the endoscopy information sheet, and assessed patients' acceptance of a new consent form signing procedure.
Subjects and methods
Two hundred outpatients referred for diagnostic upper gastrointestinal endoscopy, were surveyed prospectively.4 Patients were asked to complete an initial questionnaire while in the endoscopy waiting room, which assessed (on five step nominal scales) the quality of information provided by the referring doctor concerning the indication for endoscopy, and how it would be done. The patients were also asked how helpful the standard information sheet (sent out to patients two to four weeks beforehand) had been in explaining the endoscopy, and whether they still had any questions about the procedure. A second questionnaire, filled out the day after the endoscopy, assessed the quality of information provided by the endoscopist.
Consentforms
In the first 100 patients, a signed consent was obtained in the usual manner. With the patient sitting on the endoscopy bed, the endoscopist explained how the test was done and asked if the patient had any further questions. Patients were then asked to read and sign the standard 'consent form for medical or dental investigation, treatment or operation' (Department of Health Consent Circular HSG(92)32),5 and underwent endoscopy immediately thereafter.
In the second 100 patients, a new endoscopy consent form ( Figure) , which was simpler and clearly how the endoscopy would be done, while 20% denied receiving any explanation. Ninety four per cent of patients had received and read the standard information sheet sent to them with the endoscopy booking. Overall, 97% found the sheet to be quite or very helpful in explaining how the endoscopy would be done. Twenty seven per cent, however, stated that they still wanted to ask questions of the endoscopist before the endoscopy.
Of the first 100 patients, all signed the standard consent form immediately before endoscopy, but only 54% had actually read the form before signing it.
In contrast, of the second 100 patients, the new form sent out with the information sheet was read by 95%, and signed by 88%, before coming to the unit. Furthermore, 84% found the new form easier to read and understand than the standard form, while 14% had no preference. Thirteen patients, none of whom had undergone an endoscopy before, and only one of whom had already signed the consent form, asked questions of the endoscopist, which related to the risks and side effects of endoscopy. Nine of 13 stated they had been given no explanation about the endoscopy by the referring doctor.
Discussion
This study has shown that, in our unit, the standard consent form issued by the NHS Management Executive5 is read by only about half of patients immediately before endoscopy. This may be partly because of the time constraints imposed by a busy endoscopy list, but it may also be that the form is often not read completely, or understood, because of its length and reading difficulty. Like the standard consent form used in this study, physicians tend to write information sheets,7 practice leaflets,6 and consent forms for research8 with a style ofwriting more closely related to articles in medical journals than to, for example, newspapers with the widest readership.8
The fact that the new endoscopy consent form sent out with the information sheet was read by 95% of patients, and was preferred to the standard form, suggests that there is a role for a specific endoscopy consent form, written in simple, lay language. Of the 12% of patients who had not signed the new consent form before arriving at the endoscopy unit, almost all asked further questions of the endoscopist, showing that this novel consent form signing procedure provided an additional safeguard against patients undergoing endoscopy without being fully informed. Furthermore, patients were able to read the form at home, and discuss it with others, at their leisure, a procedure that in other circumstances2 has been shown to improve knowledge and understanding in virtually every area required of informed consent.
In Britain, there have been very few studies of information requirements of patients undergoing endoscopy of the upper gastrointestinal tract,9 10 and none on the issue of signed consent before endoscopy. This is surprising, given that endoscopic complications are responsible for most allegations of harm brought against gastroenterologists, and it behoves the endoscopist to ensure that patients are fully informed before endoscopy.
